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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )^ Responsive to communication(s) filed on 25 August 2003 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 62-65,73.78 and 79 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) M Claim(s) 62.73 J8 and 79 is/are allowed. 

6) ^ Claim(s) 63-65 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) Q Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1 .121 (d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
Priority under 35 U.S.C. §§119 and 120 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a>n All b)Q Some*c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3-D Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

13) Q Acknowledgment is made of aclaim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application) 

since a specific reference was included in the first sentence of the specification or in an Application Data Sheet. 
37 CFR 1.78. 

a) □ The translation of the foreign language provisional application has been received. 

14) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121 since a specific 

reference was included in the first sentence of the specification or in an Application Data Sheet. 37 CFR 1 .78. 



Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) Q Notice of Informal Patent Application (PTO-152) 

3) O Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) ^ Other: Sequence aligment (2 pages). 
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DETAILED ACTION 

Claims 63-65 have been amended. Claims 66-72 and 74-77 have been 
canceled. 

Claims 62-65, 73, 78, and 79 are pending and under consideration. 
The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office Action. 

Claim Rejections - 35 USC §112 

The rejection of claims under 35 U.S.C. 112, second paragraphias being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention is withdrawn in view of applicants amendment. 

Claim 65 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 65 recites "wherein the amino acid sequence of the variant comprises a 
conservative substitution". It is unclear whether "a conservative substitution" refers to an 
isolated polypeptide comprising SEQ ID NO:35, having a single conservative 
substitution within the isolated polypeptide, or if "a conservative substitution" refers to a 
single amino acid substitution within SEQ ID NO:36. For purpose of examination, all 
alternatives will be considered. Further, it is noted that the recitation of a variant 
comprising a conservative substitution in addition to a non-conservative substitution or a 
deletion or truncation, or does not it exclude a variant comprising more than one 
conservative substitution. 

Claims 64 and 65 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
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which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. Claim 64 is drawn to an isolated polypeptide 
comprising a variant of SEQ ID NO:36, having at least 95 % identity to SEQ ID NO:36, 
wherein the variant has superantigen activity. Claim 65 is drawn to an isolated 
polypeptide comprising a variant of SEQ ID NO:36 wherein the amino acid sequence of 
the variant comprises a conservative amino acid substitution and where the variant has 
superantigen activity. The specification contemplates variants having at least 80 % 
homology and at least 90 % homology to the proteins of the instant invention on page 
26, lines 3-10. Neither the claims as originally filed, nor any other recitation within the 
specification provide support for the aforesaid limitations. One of skill in the art would 

reasonably conclude that applicant would not in possession of the claimed variants. 

i 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 63 and 65 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Ono et al, J Virol. 1986 Nov;60(2):589-98. 

Claim 63 is drawn to a protein comprising amino acid sequences having at least 
90 % identity to SEQ ID NO:36 with superantigen activity and claim 65 is more broadly 
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drawn to a variant of SEQ ID NO:36 comprising amino acid sequences with a 
conservative amino acid substitution, wherein said variant has superantigen activity. 

Ono et al teach two human endogenous retrovirus genome HERV-K10 encoded 
polypeptides with 94.3 % and 91 .5 % sequence identity respectively to instant SEQ ID 
NO:36, thus anticipating instant claim 63 in terms of sequence identity. Note the 
attached sequence alignment. As for the instant claim 65, the prior art sequences have 
"a conservative amino acid substitution" (note the pink-shaded area in the sequence 
alignment), thus anticipating the structural limitation of instant claim 65. Ono et al do 
not teach whether the proteins have superantigen activity. However, the instant 
specification at Fig. 6B and 6D suggests that the prior art sequences mostly likely have 
superantigen antivity. Determining whether the sequences of the prior art possess the 
function requires experiments. However, the Office does not have facilities to perform 
such experiments, therefore cannot provide the factual evidence needed in order to 
establish that the two sequences of the prior art do not possess the superantigen 
activity. In the absence of evidence to the contrary, the burden is on the applicant to 
prove that the claimed protein sequences are different from those taught by the prior art 
and to establish patentable differences. 

All other rejections and objections as set forth in Paper No. 20 are withdrawn. 

Allowable Subject Matter 

Claims 62, 73, 78, and 79 are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MISOOK YU, Ph.D. whose telephone number is 703- 
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Art Unit: 1642 

308-2454. The examiner can normally be reached on 8 A.M. to 5:30 P.M., every other 
Friday off. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony C Caputa can be reached on 703-308-3995. The fax phone 
numbers for the organization where this application or proceeding is assigned are 703- 
305-3014 for regular communications and 703-872-9307 for After Final 
communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703-308- 
0196. 



Misook Yu 
November 16, 2003 
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